With the current situation in Belgium as its initial focus, this article will examine the regulatory framework that governs the use of mentally incompetent adults as living organ donors in Europe. Our survey of the national regulation of 22 countries will reveal widely diverging viewpoints, ranging from an absolute prohibition on organ procurement to a barely restricted authorisation to retrieve even non-regenerable organs. We also have a look at the way in which American and English court decisions have applied the best interests standard in an attempt to define the contours of acceptable organ removal from mentally incompetent donors. Taking the best interests of the mentally incompetent person as a yardstick, we suggest that legally prohibiting organ removal from mentally incompetents may be problematic, even if it concerns only non-regenerable organs, and that regulations should be refined accordingly.
Introduction: The Legal Situation in Belgium
On 12 February 2010, the Belgian Advisory Committee on Bioethics 1 was approached with an unusual request by the federal government. Laurette Onkelinx, Federal Minister for Social Affairs and Public Health, decided to consult the Committee about, inter alia, the moral acceptability of the provisions of the Belgian organ transplantation law regarding organ procurement from mentally incompetents.
2 Asked for the first time in its history to give advice on an existing rather than a draft law, the Committee set out to assess whether these provisions might be ethically problematic. The law under consideration was the 1) Two of the authors are members of the Belgian Advisory Committee on Bioethics. Opinions expressed in this article represent the personal views of the authors and do not necessarily reflect the views of the other Committee members. 2) Letters from the Minister to the Committee, 12 February 2010 and 22 March 2010. Law on the Removal and Transplantation of Organs, enacted on 13 June 1986 and partially modified on 25 February 2007. 3 The Law on the Removal and Transplantation of Organs originally did not mention living donation by mentally incompetents but concerned only competent adults and minors. According to the general applicable provisions, that remain unchanged and are contained in Articles 5 and 8, organ removal from a living donor may be carried out only on competent adults who have given free, informed and prior consent, put in writing and signed both by the person involved and an adult witness. Article 6 states that, in case the organ retrieval could have severe 4 consequences or concerns organs that cannot regenerate, it may be carried out only if the recipient's life is in imminent danger and the transplantation of organs from a deceased person would not produce as satisfactory a result. In the original version of the law, living donation by incompetent adults was not addressed. Considering Articles 5 and 8 in conjunction, this type of donation simply was not allowed at all.
However, the law of 25 February 2007 introduced a new provision, explicitly allowing organ removal from adults who are unable to express their will due to their mental state. Curiously, the amendment was made to Article 6 and, consequently, only pertains directly to organ removal with possible severe consequences to the donor or concerning organs that cannot regenerate. Under these circumstances, organ procurement may take place if the recipient's life is in imminent danger, the transplantation of organs from a deceased person would not produce as satisfactory a result, and consent has been given by the legal or personally appointed representative (or, in case such a person is not available or does not want to act, a representative appointed in accordance with the provisions of the Belgian Act on Patients' Rights of 22 August 2002) . By implication, if these three conditions are met, organ removal from adults who are unable to express their will due to their mental state is also allowed if it concerns organs that can regenerate (even if this normally could have severe consequences for the 'donor').
On 9 May 2011, the Belgian Advisory Committee issued its Opinion, which unanimously considered the provisions on organ procurement from mentally incompetents in the Belgian transplantation law to be ethically unacceptable. 5 The Committee argued that the facts that not even a criterion of last resort is upheld, the intended recipient may be totally unrelated, no approval by an inde-3) Wet betreffende het wegnemen en transplanteren van organen/Loi sur le prélèvement et la transplantation d'organes, available at http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&cn =1986061337&table_name=wet (Dutch) and http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?lang uage=fr&la=F&cn=1986061337&table_name=loi (French). 4) The French and Dutch versions of the law differ slightly, in that the former only speaks about 'consequences' (des conséquences) whereas the latter mentions 'severe consequences' (ernstige gevolgen). 5) Belgian Advisory Committee on Bioethics, Opinion No. 50, 9 May 2011. Accessible via http://www. health.belgium.be/eportal/Healthcare/Consultativebodies/Commitees/Bioethics/Opinions/index.htm (in Dutch and French) . pendent supervising body is needed, and transplantation may proceed even when the prospective donor faces severe health risks and indicates refusal, leave the door wide open for exploitation. At least in theory, the Belgian law currently allows an organ that does not regenerate to be procured from a mentally incompetent person and to be transplanted into a total stranger or, worse, into the person's own proxy, even if an organ from a competent donor is available, the incompetent donor would suffer severe injury, and clear indications of his refusal are available. The Committee made recommendations for revision, with some members favouring a total ban on procurement of organs that cannot regenerate from adults who are unable to express their will due to their mental state and other members opting for the introduction of additional substantive and procedural safeguards.
Somewhat surprisingly, the publication of the Opinion was soon followed by the introduction of two separate bills in Parliament, one calling for a ban on the procurement of non-regenerable organs and one calling for a ban on the procurement of non-regenerable and regenerable organs from mentally incompetents. 6 By their own account, these parliamentary initiatives aim to bring the Belgian transplantation law into line with international guidelines and, more specifically, with EU Directive 2010/45/EU. If passed, the Belgian regulation on living donation by mentally incompetents could swing to the opposite side of the regulatory spectrum, from the most permissive approach to possibly a categorical prohibition.
With the current situation in Belgium as its initial focus, this article will examine the regulatory framework that governs the use of mentally incompetent adults as living organ donors in Europe. 7 In our survey, we will concentrate on 21 additional countries: Austria, Bulgaria, the Czech Republic, Denmark, Finland, France, Germany, Greece, Hungary, Ireland, Italy, Luxembourg, The Netherlands, Norway, Poland, Portugal, Romania, Spain, Sweden, Switzerland, and the United Kingdom. In Section 2, we analyse the standards provided by international guidelines. We first consider the recommendations for the protection of mentally incompetent adults that pertain to the medical context in general and next turn our attention to the recommendations that more specifically concern 6) C. Fonck. Wetsvoorstel betreffende het wegnemen van organen bij wilsonbekwame levende personen/Proposition de loi concernant le prélèvement d'organes sur des personnes vivantes qui ne sont pas en mesure de manifester leur volonté, 5 October 2011, available at http://www.lachambre.be/FLWB/ PDF/53/1780/53K1780001.pdf; J. Brotchi et al. Wetsvoorstel tot wijziging van artikel 6, § 2, van de wet van 13 juni 1986 betreffende het wegnemen en transplanteren van organen/Proposition de loi modifiant l'article 6, § 2, de la loi du 13 juin 1986 sur le prélèvement et la transplantation d'organes, 11 May 2011, available at www.senate.be/www/?MIval=/dossier&LEG=5&NR=1024&LANG=nl (Dutch) and www. senate.be/www/?MIval=/dossier&LEG=5&NR=1024&LANG=fr (French). 7) This article will focus only on mentally incompetent adults who have not been competent before. The situation of mentally incompetent adults who have been competent before (i.e., Alzheimer patients) is more complex, since in this case regulation will not only need to be based on the best interests standard but also on the substituted judgment standard. These standards may sometimes come into conflict with each other. organ procurement. In Section 3, we explore national regulations regarding the use of mentally incompetent adults as living organ donors. Our survey will reveal widely diverging viewpoints. Half of the countries under consideration have opted for a ban on the harvest of both non-regenerable and regenerable organs from mentally incompetents. The other half allow removal of regenerable organs from mentally incompetents under strict conditions. Of the latter countries, only four also authorise removal of a non-regenerable organ from mentally incompetents. In contrast to current Belgian legislation, very strict requirements are imposed in the three other countries at issue. Subsequently, in Section 4, we have a look at the way in which US and English court decisions have applied the best interests standard in an attempt to define the contours of acceptable organ removal from mentally incompetent donors. In Section 5, taking the best interests of the mentally incompetent person as a yardstick, we suggest that legally prohibiting organ removal from mentally incompetents may be problematic, even if it concerns only non-regenerable organs, and that regulations should be refined accordingly. We conclude that, while the current Belgian legislation is far too permissive, the total prohibition that is now on the table would be overly restrictive.
Living Organ Procurement from Mentally Incompetents in International Guidelines
Before analysing national regulations regarding living organ removal from mentally incompetent adults, we will focus on how mentally incompetents are protected in international human rights instruments and international transplantation guidelines.
International Standards for the Protection of Mentally Incompetent Adults
International standards for the protection of mentally incompetents have been developed in the Convention on the Rights of Persons with Disabilities, which was adopted by the United Nations General Assembly in December 2006 and entered into force in May 2008. 8 The Convention invites the contracting parties to take all appropriate legislative measures to guarantee persons with disabilities effective legal protection against discrimination and exploitation, to promote respect for their inherent dignity and physical and mental integrity, and to give them the opportunity to be actively involved in decision-making processes on issues directly concerning them. Similar objectives have been put forward in a draft proposal for an EU Directive on Implementing 10 Apart from calling on Member States to develop a system of representation sufficient to guarantee adequate protection of mentally incompetent persons, the Recommendation sets out general principles which are to be taken into account. Most importantly, it emphasizes that 'in establishing or implementing a measure of protection for an incapable adult the interests and welfare of that person should be the paramount consideration.' In addition, measures of protection should be proportional to the mental capacity of the individuals concerned and tailored to their individual circumstances and needs. This implies that, with regard to every major decision affecting them, their wishes and feelings should be determined as far as possible, the information provided should be appropriate to their level of cognitive development, and their opinion should be given due respect. The Recommendation explicitly states that, when their capacity permits them to do so, mentally incompetents should not automatically be deprived of the right to consent or refuse consent to any intervention in the health field. Although these principles are considered to be of vital importance, it remains rather unclear what they would amount to in practice in the context of organ procurement. 13 These Statements recommend that the potential donor of a non-regenerable organ be provided with detailed information regarding the health, psychological, economic, and social risks of the surgical procedure, the expected transplant outcomes for the intended recipient, and the alternative therapies available. In addition, all potential donors should undergo prior psychosocial screening and the consent procedure should incorporate mechanisms to evaluate whether the donor understands the information and decides voluntarily. Efforts should be made to ensure that the information is provided and the assessments are made by health care professionals who are not involved in the care of the recipient. Finally, safeguards should be implemented to enhance autonomous decision-making and after consent has been given, absolute freedom to withdraw at any time prior to removal should be guaranteed. The Consensus Statement of the Amsterdam Forum on the Care of the Live Kidney Donor implicitly recommends that mentally incompetents not be used as living kidney donors, since they are incapable of giving true informed consent. Rather surprisingly, the Ethics Statement of the Vancouver Forum on the Live Lung, Liver, Pancreas, and Intestine Donor leaves the door open for the removal of non-regenerable organs that may cause more severe health risks to the donor. According to the Statement, mentally incompetents should not be used as living lung, liver, pancreas or intestine donors, but in rare instances this might still be considered.
International Transplantation Guidelines
In May 2008, the Declaration of Istanbul on Organ Trafficking and Transplant Tourism was adopted under the aegis of the Transplantation Society and the International Society of Nephrology.
14 Apart from suggesting strategies to increase the donor pool, to optimise transplantation programmes, and to prevent organ trafficking, transplant commercialism, and transplant tourism, the Declaration calls for universal implementation of the recommendations of the Amsterdam and Vancouver Forums. The Declaration makes only broad suggestions and has no immediate bearing on the position of mentally incompetent living donors.
Binding International Instruments
Although the guidelines, statements, and declarations have considerably influenced national legislation, professional codes, and transplantation policies, they are not directly binding on those to whom they are addressed. By contrast, the European Union and the Council of Europe have adopted instruments that are legally binding on the contracting states.
The Directive 2010/45/EU on Standards of Quality and Safety of Human Organs Intended for Transplantation, approved by the European Parliament on 7 July 2010, contains some general principles regarding living organ donation, although its primary objective is to establish an effective framework for quality and safety of human organs. It calls on European Union Member States to take all necessary measures to guarantee the highest possible protection of living donors, to ensure that living donation is voluntary and unpaid, and to allow living organ procurement only after all national requirements relating to consent and authorization have been met. More specifically, the Directive, in its (non-binding) preamble, requires that the potential living donor should be informed in advance about the purpose and nature of the donation, the consequences, and the risks, and that she has to be able to make an independent decision on the basis of this information. Moreover, living donations have to be performed in a manner that minimises the health, psychological and social risks to the donor and also does not jeopardise the public's trust in the healthcare community. 15 As usual, the implementation of these general principles is left to the discretion of the individual Member States. The Directive offers no specific guidance on the topic of living donation by mentally incompetents.
A more detailed framework is sketched in the Convention on Human Rights and Biomedicine, which was adopted by the Council of Europe on 4 April 1997 and entered into force on 1 December 1999. 16 As a general rule, Article 19, paragraph 1 states that the removal of organs or tissue from living donors for transplantation purposes 'may be carried out solely for the therapeutic benefit of the recipient and where there is no suitable organ or tissue available from a deceased person and no other alternative therapeutic method of comparable effectiveness.' Article 19, paragraph 2 requires prior consent by the potential living donor, given both free and informed, expressly and specifically, either in writing or before an official body. In accordance with Article 5, this consent must be preceded by disclosure of appropriate information about the purpose, nature, consequences, and risks of the intervention, and may be freely withdrawn at any time.
In January 2002, the Convention on Human Rights and Biomedicine was complemented with an Additional Protocol on Transplantation of Organs and Tissues of Human Origin.
17 Apart from reiterating the basic principles already laid down in the Convention, the Additional Protocol contains detailed provisions on living organ donation that are considered additional articles to the Convention. Article 10 restricts living organ donation to persons who have a close personal relationship with the recipient as defined by law or, in the absence of such a relationship, only to donations under the conditions defined by law and with the approval of an appropriate independent body. In addition, Article 11 explicitly calls for an a priori assessment of the physical and psychological risks to the donor and prohibits organ or tissue removal if a serious risk to the life or health of the donor is indeed likely. With regard to the information to be presented to the donor, Article 12 specifies that the donor shall also be informed of the rights and safeguards prescribed by law for her protection and, more specifically, of the right to have access to independent advice by experienced health professionals not involved in the transplantation procedure.
In addition to the Convention and its Additional Protocol, a range of motions have been adopted by the Committee The Convention on Human Rights and Biomedicine and the Additional Protocol on Transplantation of Organs and Tissues of Human Origin are the only international instruments containing detailed provisions on organ procurement from mentally incompetents. As a general rule, Article 6, paragraph 1 of the Convention, stipulates that medical interventions on a person who lacks the capacity to consent may only be carried for her 'direct benefit'. Consequently, as a cardinal principle, Article 20, paragraph 1 of the Convention imposes a general prohibition on organ or tissue removal from persons who lack the legal ability to consent. However, Article 20, paragraph 2 permits removal of regenerable tissue, provided that -in addition to the general provisions concerning living donation set forth in Article 19 -six cumulative requirements are met: (1) no compatible donor is available who has the capacity to consent, (2) the recipient is a sibling of the donor, (3) the recipient is terminally ill and the donation has the potential to be life-saving, (4) the representative or authority, person or body provided for by law has given free and informed, specific and written authorisation, in accordance with the law, (5) this authorisation has been approved by a competent body (a court, professionally qualified body or ethics committee), 19 and (6) the potential donor does not object. Furthermore, in keeping with Article 6, paragraph 3, the incompetent individual should as far as possible take part in the authorisation procedure. Finally, Article 6, paragraph 5, provides that the authorisation may be withdrawn at any time in the best interests of the person who lacks the legal ability to consent. This stipulation indicates that the best interests of the person concerned are of crucial importance when deciding whether or not to authorise organ or tissue removal. All these provisions are reiterated in the Additional Protocol. All in all, the Convention and the Additional Protocol allow organ or tissue procurement from adults who lack the capacity to consent, but only if it involves organs or tissues that can regenerate and if seven substantive and four procedural requirements are met.
Living Organ Procurement from Mentally Incompetents in National Regulations

General Considerations
We will now take a closer look at the way living organ removal from mentally incompetents is regulated in the countries under consideration. Before proceeding, it is important to note that a wide variety of legal and non-statutory instruments pertaining to living organ donation may exist at the national level. As a rule, living donation is regulated by parliamentary acts, often supplemented by executive decrees. Across national regulations, considerable differences may be observed regarding the level of detail of the legal dispositions, with some countries having enacted only minimal standards while others have opted for comprehensive and detailed provisions. Especially in the former case, living organ donation may also be governed by binding or non-binding guidelines elaborated by national health or transplant authorities or by codes of practice or ethical guidelines developed within the context of a professional association or an ethics committee on the national, regional or hospital level. In Austria and Ireland, no legal instruments regarding living organ donation have been adopted. 20 In all other countries under consideration, living organ donation is regulated in a transplantation law. 21 Moreover, any analysis of the national regulatory framework is also complicated by the uneven ratification of the Convention on Human Rights and Biomedicine and its Additional Protocol. To this day, the Convention has only been ratified by 29 of the 47 Member States of the Council of Europe. 22 Of the countries under consideration here, 11 have ratified the Convention. 23 The ratification rate of the Additional Protocol is even considerably lower, with only 12 of the aforementioned 29 Member States having taken such an initiative. 24 Of the countries that we will examine, only four have ratified the Additional Protocol. Bulgaria, Finland, Hungary, and Switzerland. In countries that have ratified, the provisions of the Convention (and, as the case may be, those of the Additional Protocol) are to be given effect as national regulation.
26 Domestic law and practices may comply with the Convention by adapting existing legislation or enacting new legislation. However, even in the absence of any formal way of implementation, it should be noted that a number of provisions would, under the constitutional law of the ratifying Member States, qualify as directly applicable, namely those conferring individual rights that are unconditional, sufficiently clear and precise, and do not call for additional measures. 27 In this respect, the restrictions on organ and tissue removal from mentally incompetents may be considered as directly binding. However, the direct applicability of these provisions does not imply that, in all ratifying Member States, this type of organ and tissue removal is subject to exactly the same conditions as those set forth in the Convention. Indeed, by virtue of Article 27, parties to the Convention may always grant their citizens a wider scope of protection.
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Concern for the personal integrity and dignity of mentally incompetents has resulted in the formulation of a range of different proposals at the level of national regulation. Some impose a total ban on all organ harvests from mentally incompetents. Equally moved by a sense of obligation to help people in desperate medical need, other national regulations allow organ procurement when the foreseeable risks to the mentally incompetent organ source are very limited and the potential benefits to the intended recipient are huge. A few allow organ removal from a mentally incompetent person even if it could entail more than minimal risk, if the psychosocial benefits she would likely receive from providing an organ can reasonably be expected to significantly outweigh the risks, and if several additional threshold requirements are satisfied. In sum, in the countries under consideration here, living organ donation by incompetent adults is regulated in very heterogeneous ways, ranging from an absolute prohibition on organ procurement to a barely restricted authorisation to retrieve even non-regenerable organs. We will examine this continuum by proceeding from the most restrictive to the most permissive approach.
Countries that Prohibit Procurement of Both Regenerable and Non-regenerable Organs
In ten of the 21 countries that we have analysed, procurement of both regenerable and non-regenerable organs from mentally incompetent adults is prohibited. This is the case for Austria, Bulgaria, Denmark, Germany, Greece, Italy, Luxembourg, Poland, Romania, and Spain, and may also be the future solution favoured by the Belgian legislator. In Austria, Denmark, and Germany, the legal prohibition is implicit, in that mentally incompetents are not capable of fulfilling the necessary requirement of informed consent. In Italy, Luxembourg, and Poland, the ban is more explicit, in that a living donor has to be in full possession of her mental faculties. In Bulgaria, Greece, Romania, and Spain, the law contains a specific provision prohibiting the use of mentally incompetents as living organ donors. It is interesting to note that Bulgaria, Denmark, Greece, Romania, and Spain have all ratified the Convention on Human Rights and Biomedicine but have opted for much stricter regulation, prohibiting even the procurement of regenerable organs from mentally incompetents.
Countries that Allow Procurement of Regenerable Organs Only
Eight of the 21 countries under consideration only allow removal of regenerable organs from mentally incompetent adults. This is the case for the Czech Republic, Finland, France, Hungary, The Netherlands, Norway, Portugal, and Switzerland. With the exception of The Netherlands, all of these countries have ratified the Convention on Human Rights and Biomedicine. Finland, Hungary, and Switzerland have also ratified the Additional Protocol on Transplantation of Organs and Tissues of Human Origin. Although few of these ratifying states have amended their transplantation laws accordingly, possible additional requirements listed in the Convention and the Additional Protocol are applicable. Because the Dutch transplantation law coincidentally also seems to closely resemble the Convention in this regard, the provisions on the procurement of regenerable organs from mentally incompetents are very similar in all eight countries.
Several substantive requirements apply to living donation in general. Accordingly, removal of a regenerable organ from a mentally incompetent adult is allowed only for the therapeutic benefit of an intended recipient, if no suitable cadaveric organ is available, and if no alternative therapeutic treatment of comparable effectiveness exists. In the case of mentally incompetent organ donors, the criterion of last resort is supplemented with the additional requirement that no compatible competent living donor is available.
The next two requirements aim at guaranteeing a reasonable benefit-to-risk ratio, considering that mentally incompetents do not have the ability to autonomously accept a low benefit-to-risk balance. First, mentally incompetents may only be considered as donors if the intended recipient is in mortal danger and the transplantation has the potential to be life-saving. Exposing a vulnerable person to such an intrusive medical procedure merely to improve the quality of life of a third party is clearly deemed unacceptable. Second, organ harvest from mentally incompetents is only allowed if the health risks to the donor are reasonable. Although this requirement also applies to competent donors, the acceptable maximum threshold of anticipated risk will have to be considerably lower in case of incompetent donors. In the eight countries under consideration, this line of reasoning helps to explain why removal of a non-regenerable organ may be carried out on competent but not on incompetent donors.
As an additional requirement, procurement of a regenerable organ may only be carried out if the mentally incompetent person herself will psychologically benefit from the intervention. This condition is explicitly mentioned in the Dutch transplantation law, where it is stated that the mentally incompetent person must have a personal and keen interest in the continued survival of the intended recipient. Although the legislations of the seven other countries do not contain a similar provision, the requirement that the transplant procedure should be of psychological benefit to the mentally incompetent donor may be inferred from Article 6, paragraph 5 of the Convention on Human Rights and Biomedicine.
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The need for psychological benefit is also implied by the condition that mentally incompetents may only donate to a recipient with whom they are closely related, on the assumption that the interests of the mentally incompetents would be severely compromised by the death of a person with whom they presumably have a high degree of emotional intimacy. As to the nature of acceptable relationships between recipients and mentally incompetent donors, some variation exists. All countries allow organ removal from a mentally incompetent person for the benefit of her sibling. In The Netherlands and Switzerland, donation to a parent or a child is also allowed. The transplantation law of Norway exceptionally even allows more distant relatives to be considered as recipients. In France, donation to a cousin, uncle or aunt, nephew or niece is envisaged but, surprisingly, parents and children are not explicitly mentioned. However, the Convention on Human Rights and Biomedicine only mentions siblings as an acceptable category of recipients. Although parents and children may possibly also be considered permissible, since they are relatives of a closer degree of consanguinity, this probably will not be the case for more distant relatives.
In addition, the transplant legislation in the countries under consideration also contains procedural requirements intended to protect the mentally incompetent organ donor. First, the guardian of the mentally incompetent person has to give free and informed authorisation. Second, the potential donor should as far as possible be consulted. It will thus be necessary to explain to her the significance and 29) A medical intervention involving mentally incompetents should only be allowed if this is in their interests. In case of organ removal, this deliberation will be central to the authorisation process where the fulfilment of all substantive requirements is evaluated. Since organ removal cannot be to the therapeutic benefit of the mentally incompetent person, her interests will only be served if she will likely gain psychological benefit from saving the intended recipient. See Explanatory Report to the Convention on Human Rights and Biomedicine, para. 48, available at http://conventions.coe.int/treaty/en/Reports/ Html/164.htm. circumstances of the organ removal and subsequently to obtain her opinion. If there is an indication of refusal, organ removal must not be carried out. Third, an independent competent body has to give final authorisation. In the Czech Republic and Hungary, this decision is taken by the pluridisciplinary living donor commissions. In Norway, additional permission by a County Medical Officer has to be obtained. In France and The Netherlands final decision-making authority is delegated to a judge, in Finland and Portugal a professionally qualified body at the national level is petitioned, and in Switzerland an independent authority, that may be either a court or a Guardianship Supervisory Authority, 30 has to grant final approval.
Countries that Allow Procurement of Both Regenerable and Non-regenerable Organs
Removal of a non-regenerable organ from a mentally incompetent person is allowed in four European countries only. Apart from Belgium, where the current regulation is extremely permissive, as noted earlier, this is the case for Ireland, Sweden, and the United Kingdom.
In Ireland, organ procurement from mentally incompetents is currently governed by a set of ethical guidelines drafted for the Irish Living Donation Programme. 31 The principles embodied in these guidelines have greatly inspired the legal provisions envisaged in the draft Human Tissue Bill and the draft Mental Capacity Bill, which are pending adoption. 32 Both the guidelines and the draft Bills allow procurement of regenerable and non-regenerable organs from mentally incompetents but subject this to severe restrictions.
Several of these restrictions also apply to living donation in general. For instance, it is required that the proposed organ removal solely aims at the therapeutic benefit of an intended recipient and that no cadaveric organs or therapeutic alternatives of comparable effectiveness are available. Other criteria focus on the need for adequate substitute decision-making in the absence of the donor's ability to provide informed consent. In this case, free, informed, and written proxy consent has to be provided by the incompetent's personal guardian or a person conferred with enduring power of attorney. These decision-makers should 30) The Swiss transplantation law stipulates that it is up to each canton to establish the independent body and regulate the procedure. The explanatory report to the Swiss transplantation law clarifies that the function of the independent body could be performed by either a civil court or a Guardianship Supervisory Authority. In practice, a wide range of bodies have been selected, varying from one canton to another. We would like to thank Dr. Bianka Dörr (Senior lecturer in Private Law at the University of Zurich) for providing this information. seek the active assent of the person concerned to the greatest extent possible and may not authorise organ removal if she is unwilling. After proxy consent has been given and assent has been secured, authorisation from the High Court has to be obtained. Both the decision-makers and the High Court may only approve organ removal if they are convinced that this procedure would be in the incompetent donor's overall best interests. In addition, several requirements are introduced that are more strict than those regarding organ donation by competent persons. For instance, the ethical guidelines stipulate that organ removal from a mentally incompetent person may be allowed only if there is no competent donor available and if the proposed transplant will be of great benefit to the recipient and would entail only minimal risk and discomfort to the donor. With regard to the nature of the permissible relationship between the donor and the recipient, it is made clear that organ removal is only acceptable for the benefit of a recipient with whom the mentally incompetent donor has an intimate relationship (i.e., a sibling or a parent), whereas in case of living donation by competent adults there is only a preference for a recipient with whom the donor has a close personal relationship.
Both the guidelines and draft Bills in Ireland leave the door open for kidney removal from mentally incompetents. Although, as of now, such a case has yet to arise, it is deemed that even this kind of organ harvest may under exceptional circumstances be in the best interests of the incapacitated adult and that this is a matter for the High Court to decide on a case-by-case basis.
In Sweden, organ removal from mentally incompetents is regulated by the Transplantation Law of 1995. This Law allows the removal of both regenerable and non-regenerable organs if several requirements are met. Like all other types of living donation, the procedure is not allowed if it can be expected to cause serious danger to the donor's health. In contrast to living donation by competent adults -which is allowed if the donor has given informed consent and, in case of non-regenerable organs, stands in a particularly close relationship with the prospected recipient or provides convincing reasons to allow living unrelated donation -much stricter provisions apply when the intended donor is mentally incompetent. This kind of organ procurement is allowed only if no suitable organ from another person is available, if the mentally incompetent person is related to the proposed recipient, if her legal guardian gives free and informed proxy consent, and if there is no indication that the intervention would be against her will. The Law also requires prior permission from the National Board of Health and Welfare. This authorization may be granted only if the donor's transplant surgeon agrees and, in the case of removal of non-regenerable organs, if exceptional reasons make it appropriate.
33 Guidelines issued by the National Board of Health and Welfare stipulate that serious danger to the recipient's life or health may be considered an exceptional reason. 34 Although the Law gives no indication as to how the National Board should reach its decision, it may be presumed that due to its specific purpose and the general obligation to act on behalf of the mentally incompetent person, the Board will only permit organ removal to proceed if it is convinced that this would be in her best interests.
In the United Kingdom, with the exception of Scotland, 35 organ removal from mentally incompetents is regulated in the Mental Capacity Act 2005, the Human Tissue Act 2004, and the Human Tissue Act Regulations 2006/1659. In accordance with the Human Tissue Act and its Regulations 2006/1659, a strict procedure must be followed when organ removal from a mentally incompetent person is being considered. First, the case must be referred to the Court of Protection 36 for a declaration that the removal would be lawful. 37 If court approval has been obtained, the case must be referred to the Human Tissue Authority for additional approval. In order to assist the Authority's deliberations, a written recommendation has to be submitted by an independent Assessor, a professional attached to a hospital transplant unit with the responsibility to assess whether the requirements of the Human Tissue Act and Regulations have been met. 38 The Assessor has to ensure that proxy consent has been given freely and on the basis of complete and intelligible information. The Human Tissue Act stipulates that, if all requirements have indeed been fulfilled, the mentally incompetent donor herself may be deemed to consent to the organ removal. According to these instruments, removal of regenerable organs is allowed if there is no other adult who could act as a donor, the removal involves at most a minimal foreseeable risk and discomfort, and the person concerned has not indicated an unwillingness to be a 'donor'. Where these requirements have been fulfilled, the mentally incompetent person needs to be referred to an independent Assessor and final decision-making authority is delegated to the Human Tissue Authority. Removal of a non-regenerable organ from a mentally incompetent person is allowed only as part of a domino organ transplant operation (i.e., a transplant procedure during which an organ is removed from the recipient which in turn may prove suitable for transplantation into another person). Since this form of donation is not regulated by the Human Tissue Act, the procedure is not subject to approval by the Human Tissue Authority but is instead covered by the common law.
36) The Court of Protection is a specialised court established by the Mental Capacity Act for all issues relating to people who lack capacity to make specific decisions. It has the same powers and authority as the High Court, which dealt with these matters before the Act came into force in October 2007. sor's report and the requirements laid down in the Act and Regulations, the Authority has to decide whether to approve organ removal or not. Permission is required from one of the Human Tissue Authority transplant approval teams in the case of regenerable organs and from a panel of no fewer than three members of the Human Tissue Authority in the case of non-regenerable organs.
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According to the Mental Capacity Act, all decisions involving an adult 41 who lacks capacity must be made in that person's best interests. 42 Consequently, both the Court of Protection and, in cases approved by this Court, the independent Assessor and the Human Tissue Authority should make their decision as to whether to proceed with organ removal from a mentally incompetent adult on the basis of a test of best interests. Although the Act does not actually define best interests, it contains a set of key principles and a checklist that is expanded upon in the Mental Capacity Act Code of Practice.
43 Decision-makers are instructed to take into account all relevant factors that it would be reasonable to consider. They should try to find out the values and wishes of the incompetent person and, wherever possible, involve her in the decision-making process. Apart from the best interests standard, no specific substantive requirements are imposed -e.g. the absence of alternatives, minimal health risks to the donor, huge health benefits to the recipient, close relationship with the recipient. However, it can be readily assumed that all these factors are given due consideration as elements that jointly determine whether organ removal may be in the mentally incompetent's best interests.
The Best Interests Standard
In countries where organ removal from mentally incompetents is not prohibited, the decision on whether or not to authorise such a procedure should depend on a moral deliberation that focuses on their best interests. As we have seen, the best interests standard is not explicitly mentioned in the transplant legislation of countries that allow removal of regenerable organs only. However, an evaluation of the foreseeable risks and benefits of the intervention to the incompetent is the purpose of several substantive requirements (e.g. health risks to the donor are reasonable, recipient has to be a sibling, and there is no indication of refusal). Biomedicine, to which seven of these countries are parties, indicates that in cases were all substantive criteria are satisfied, the final decision should give due weight to the best interests of the mentally incompetent person.
To aid reflection upon the circumstances under which organ removal from a mentally incompetent person may be deemed to be in her best interests, it is useful to examine some decisions from English and US courts, where the best interests requirement is more explicitly invoked and courts have been petitioned to authorise this kind of intervention.
The best interests standard has been applied in two famous cases regarding removal of a regenerable organ from a mentally incompetent. In Re Y, a case from 1996, the Family Division of the High Court of England and Wales was petitioned with a request to authorise bone marrow procurement from 25-year-old, severely mentally incapacitated Y for the benefit of her 36-year-old sister P. 44 Similarly, in Matter of Doe, a case that was decided in 1984, the Appellate Division of the New York Supreme Court was presented with a request to grant permission for bone marrow procurement from a 43-year-old, severely mentally retarded man for transplantation in his critically ill 36-year-old brother. 45 In both cases, bone marrow procurement was authorised after it was established that the procedure would be of only minimal risk to the incompetent person, that it was the only reasonable medical option to save the sibling's life, and that it would be in the incompetent's best interests. The Courts argued that the survival of the recipient would plausibly result in important emotional, psychological, and social benefits. As to Re Y, the High Court was convinced that the death of P would adversely affect the level of care Y would receive from her mother. Moreover, in case of successful transplantation, the relationship with her mother and her sister would be improved due to their gratitude. With regard to Matter of Doe, the intended recipient was the incompetent's sole sibling and the only family member truly involved in the placement and treatment decisions for the incompetent. Consequently, the Appellate Court agreed that 'the benefits to him of his brother's future company and advocacy outweigh any physical and psychological risks.'
Although to date no request to authorise kidney removal from a mentally incompetent person has been filed before the Family Division of the High Court of England and Wales, or its successor, the Court of Protection, it might be argued that on similar facts and following the same reasoning, this may be judged to be in the incompetent's best interests under the Mental Capacity Act. 46 Both Courts listed similar reasons to support their ruling. It was pointed out that there were no medically preferable alternatives to the transplant, that the chances of obtaining a suitable cadaveric kidney were extremely remote, that the incompetent sibling was the only family member who was an acceptable match, that the estimated success rate of the transplant was very high, that parents and guardian consented to the donation, and that the incompetent donor had not been subjected to family pressure when stating her willingness to donate.
However, what really persuaded the Courts was the assessment that the benefits that the mentally incompetents would gain from the donation would far outweigh the risks they would likely face. The dangers of the operation were deemed to be only minimal and no psychological harm was said to be expected. By contrast, in view of the close relationship between the siblings, their concern for each other's well-being, and the incompetents' awareness that they were in a position to help their ailing sibling, according to the Court a refusal to donate would result in severe psychological distress.
Preventing the negative psychological and social effects of the recipient's death on the donor was the main focus in Strunk v. Strunk. The Court established that Jerry identified very much with Tommy, who was his primary tie to his family and one of only a few people who could understand his defective speech. In view of the fact that Tommy was Jerry's only sibling, it was feared that in case of Tommy's untimely demise and their parents' eventual death, Jerry would be totally deprived of the intimate communication that was so crucial to his mental stability. Taking all these aspects in consideration, the Court reasoned that the transplantation would serve Jerry's best interests, because 'his well-being would be jeopardized more severely by the loss of his brother than by the removal of a kidney.'
In Little v. Little, the Court was of the opinion that, apart from the prevention of the detrimental effects that would occur if the recipient eventually were to die, allowing transplantation would also significantly increase Anne's happiness. Citing studies of the psychological effects on competent kidney donors, revealing 'heightened self-esteem, enhanced status in the family, renewed meaning in life, and other positive feelings including transcendental or peak experiences', the 47) In some cases courts also relied on the substituted judgment doctrine but only to substantiate their equity powers. 48 Court stated that Anne would likely receive considerable psychological and emotional benefits.
Both Courts emphasised that the best interests test should encompass all factors that could influence the mentally incompetent's general well-being. Moreover, in reaching the verdict, they had considered a whole set of substantive requirements.
Subsequently, in two other cases, kidney removal from a mentally incompetent person was denied because these requirements had not been fulfilled and it was assessed that, under the particular circumstances, the procedure would not be beneficial to the incompetent donor herself. In In re Richardson, a case from 1973, the Court of Appeals of Louisiana declined a request to permit kidney removal from 17-year-old mentally retarded Roy for the benefit of his adult sister Beverly.
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It turned out that not all other siblings had been tested and that Roy was the closest but not the only match. Furthermore, considerable uncertainty existed about the immediate medical necessity of a kidney transplant and the recipient's medical prospects if she would receive a kidney. In 1975, in In re guardianship of Pescinski, a request to allow kidney removal from 39-year-old mentally incompetent Richard for the benefit of his 38-year-old sister Elaine was declined by the Supreme Court of Wisconsin. 51 The Court noted that another brother who was competent, in good health, and not too old, had refused to consider donation because as a farmer and father of ten children he felt that the obligation to his own family prevailed. In addition, it found no indication that Richard had in any way agreed to the whole procedure.
In both cases, the Courts also relied on the best interests standard, but denied the claim that donation would be beneficial to the mentally incompetents. In In re Richardson, the assertion that Beverly might well become Roy's primary caretaker after the death of their parents was brushed aside as speculative and even highly unlikely. Consequently, the Court concluded that 'surgical intrusion and loss of a kidney clearly would be against Roy's best interests' and that the transplant could not be approved. In In re guardianship of Pescinski, the Court emphasised that no evidence had come to light showing that the transplantation would serve any interests of the mentally incompetent person, let alone that it would be in his best interests. With this line of reasoning, and explicitly recalling that an incompetent should have his own interests protected and that certainly no advantage should be taken of him, the Court determined that it had no power to approve the transplantation. 
Refining Regulations
US court decisions suggest that non-regenerable organ removal from a mentally incompetent person may, in exceptional circumstances, be in her best interests. As we have argued in detail elsewhere, 53 contrary to what legislators in most European countries take for granted, a total ban on the removal of non-regenerable and -a fortiori -regenerable organs may not necessarily protect the interests of mentally incompetents. There may thus be good reasons to amend the regulatory framework in European countries so as to allow this kind of procedure in cases where specific substantive as well as procedural conditions are met.
In accordance with the general principle that organ removal should not be allowed if a serious risk to the life or health of the donor is likely, only an extension to kidney donation would be permissible. Contrary to the interpretation in the US court cases, the risk of mortality and morbidity from kidney donation appears to be too significant to fit the label of 'minimal risk'. 54 Nevertheless, in contrast to partial liver donation, which, in view of the medical risks involved, 55 ought to be totally rejected in the case of mentally incompetents, kidney removal does not seem to entail serious medical risks.
Second, the best interests standard should be clearly reflected in any regulation on this issue. Indeed, from a moral point of view, severely intruding upon the physical integrity of a mentally incompetent person for the benefit of another person could only be justified if this would be the last resort to save the life of that person and if the dignity of the mentally incompetent person would not be compromised. The prohibition of pure instrumentalisation entails that, after the urgent medical need of the intended recipient has indeed been established, final authorisation may only be granted if the intervention would also be in the interests of the mentally incompetent person. Since organ removal cannot have any therapeutic benefit for the mentally incompetent person, it should only be allowed if there is a significant likelihood that she will accrue important psychological benefits.
Third, the requirement that organ removal may only be carried out if it would be in the best interests of the mentally incompetent donor should be made more specific in order to preclude that surrogate decision-makers may let their assessment of the incompetent's likely benefit be guided by their own opinions and judgments. In this regard, it has been argued that US courts allowing organ harvests from mentally incompetents have all too often applied the best interests standard as loosely as necessary in order to support their decision to help the recipient. 56 In an evolution that was foreshadowed in the reasoning behind In re Richardson and In re guardianship of Pescinski, several critics have forcefully advocated the incorporation of a clear and convincing evidentiary burden of proof. 57 Inspiration can be found in the clear benefit standard, which has been elaborated and promoted by the Council on Ethical and Judicial Affairs of the American Medical Association. 58 Like the more general best interests standard, the clear benefit standard holds that probable positive psychological effects and potentially hazardous side-effects may be characterised as important benefits and unacceptable risks that may tip the balance as to whether organ harvest should be allowed. In addition, however, by prompting decision-makers to choose what clearly would provide the mentally incompetent individual with the most benefit, the clear benefit doctrine is explicitly intended to prevent their own subjective preferences from clouding their judgment. Therefore, the preferences of the mentally incompetent person need to be reckoned with, commensurate to her level of maturity. As the case may be, the incompetent's ability to appreciate the medical condition of the intended recipient as well as any indications of a possible desire to help, are important factors to be taken into consideration. Most importantly, the continued survival of the intended recipient must be deemed essential to the mentally incompetent person's general well-being. After all, only under these circumstances can the psychological benefits that mentally incompetents would likely receive from providing an organ reasonably be expected to significantly outweigh the risks. Thus, only in such cases could organ harvest from mentally incompetents be considered to be in their best interests.
Fourth and finally, if the highly beneficial effect of the continued companionship of the intended recipient is the main criterion for authorising organ removal, limiting organ donation to a recipient who is the mentally incompetent's sibling may be too restrictive. Since the interests of a mentally incompetent person could, in exceptional cases, be severely compromised by the death of a non-relative with whom she has a high degree of emotional intimacy, the range of acceptable recipients may need to be extended.
Conclusion
Across Europe, organ removal from mentally incompetent adults is regulated in very heterogeneous ways. However, with ten of the 22 countries analysed opting for a total ban, and a further eight only allowing procurement of regenerable organs, it is fair to say that the general approach is clearly restrictive. However, this restrictive approach may not always be in the best interests of the mentally incompetents. We have argued that regulations should be modified so as to include the possibility of non-regenerable organ removal from mentally incompetents in extraordinary circumstances. At the same time, robust safeguards should be put in place to prevent sacrificing the integrity of mentally incompetents if compatible competent donors are unwilling or hesitant to donate. Several substantive and procedural threshold requirements would have to be satisfied, in the event of which final authorisation should only be granted, preferably by a pluridisciplinary independent body, if the psychological benefits that the mentally incompetent person is likely to receive from the continued personal companionship of the intended recipient could reasonably be expected to significantly outweigh the risks she will be facing. At all times, legal regulation should guarantee that the best interests of the mentally incompetent person are the ultimate yardstick.
